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JEPKABHA CJIYIKBA 3 TIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJIACTI

rnipoB. Ceitmuunoi Hanii, 3, M. Kuis, 02099, Ten/¢akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Nnpo AKICTh BBE3€HOI0 B YKPaiHy JiKapcbKOro 3acody

08.12.2023 Ne 60573/23/10

BAJIOIII

(galiMeHyBaHHA MiKapchKoro 3acoby 3rifHO 3 peecTpaliiHUM ITOCBIAYEHHAM)
Ta0JIETKH, BKPHTI IL1iBKOBOX0 06010HKO010 110 S Mr/80 mr, o 10 Tabaerox y OJjicrepi, mo 3

6JIiCTeEH y KaETOHHiﬁ KOEOﬁHi;

(hopMa BUTNYCKY, KO3YBAHHS, BH/ MaKyBaHH: JIKapChKOro 3acoly)

Howmep peecrpauiiinoro nocsiguenns UA/14357/01/01 crpox aif peecrpaniiinoro nocsiguenns 01.01.2099

Cepis nikapcskoro 3aco0y Ne DD0643 KinexicTs BBE3eHOTrO nikapebkoro 3acoby 10800
BHpoOHHK KPKA, n.1., HoBo mecto, CrioBeHis
(HaliMeHyBaHHA BUPOOHHMKA JiKapChKOTo 3ac00y, KpaiHa MOXO0KEHHS)
BeeseHo B YKpaiHy CninbHe YKpalHCHLKO0-eCTOHChKE MANPHEMETBO Y GopMi TOBApHCTBA
3 00MeskeHo10 BianoBinaanHicTIo "OnriMa-®apm, JITA", inenr. xon:
21642228 —

(naiimenysanua Ta kox 3a €JPTIOY iopuanunoi ocobu abo rpizsulLe, iM'a, 10 6aTLKOBI (PI3HHHOI
0co0H - mianpueMus, if Miclie MPOXUBAHHS Ta peecTpauiifHui HoMep o0MIKOBOI KapTKU IiaTHUKA
riogaTkis abo cepis Ta HOMEp NacroprTa)

[IporokoJ BisyanbHoro xourpomo Bix 08.12.2023 Ne 3857/31.

3a pe3yJbTATaMH [EPXKABHOTO KOHTPOJIO BCTAHOBJIEGHO, L0 JIIKApCbKHH 3aci0 BBE3€HO B YKpaiHy 3

HOTPUMAHHSAM BuMor 3aKOHOIABCTBA LIOAO 3a0€3NeUeHHs AKOCT] JIIKapChKHX 3aCO0iB.
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KRKAN

KPKA, a. a., HoBO mecTo

CEPTU®IKAT AKOCT! FUPASIIHEA AOCTIO
- map'elika yecrva

8501 Hoso mecTo
CnoBeHif
Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kon Ne: 7H0379

BAJIOIMN, TabGneTkn, BKPUTI NNiBKOBOK 060n0HKOK no 5 Mr/80 mr Ne 30

KpaiHa-BUpOOHUK: CroBeHis

1 TabneTka, BKpUTa NNiBKOBOK 0OONMOHKO0, MiCTUTL § MT amMSoauIHY Y BUrnsigi amnoauniny 6ecunary i 80 mr
BasicapTaHy

nikapcbka dpopma: TabneTkun, BKPUTI NNiBKOBOK 000NOHKOKO

 po3mip i TMN nakyBaHHs: no 10 Tabnerok y 6nicrepi; no 3 bnicTepu y KOpOOL

Homep cepil: DD0643

NaTa supobHuurea: 06.2023 Nata 3akiHYeHHA TepMIHY npuaartHocTi: 06.2026

PeecTpauiiie nocsiaveHHa Ne:
UA - UA/14357/01/01

Hassa i agpeca BupoBHMKa, BianoeiganbHoOro 3a sunyck cepii: | JliueHsis Ha BUpoBHNLTBO Ne:
KPKA a.a., HoBo MecTo 800-13/2018-6

LlUmap’eika yecta 6

Hoeo MecTo, 8501, CrioBeHinA

Po3smip cepii: 30.874 LUT

Llum miaTeepmkyto, WO BUlleHaBeaeHa iHdopmallist € 4OCTOBIPHO Ta ToYHOW. [laHa cepis npoaykuir 6yna snpobneHa
(BKIIOMAIOUM NaKyBaHHA/MapKyBaHHs) | NPoMLLNa KOHTPOMb AKOCTI Ha BuULLieBKasaHIn AinbHULI B NOBHIA BIAMNOBIGHOCTI i3
sumoramm GMP, BCTaHOBMEHUMW MICLIEBUM PETYNATOPHUM OpPraHoM, a TaKoX Y BignosigHocTi o cneumdikaul
peecTpaLiiiHoi AOKyMeHTauii, 3aTeepixeHoi B YkpaiHi Ans AocnigpKysaHOro nikapcbkoro 3acofy. [lpoTokonu

BUPOBHULITBA, NaKyBaHHS | KOHTPONS AKOCTI NepesipeHi i BIANOBIAAIOTL BUMOram GMP.

Cepisi BUNyLLEHa Y BiANOBIAHOCTI i3 Aitoyoto Bepcieto MKH UA/14357/01/01.

LaTa BUMYyCKy Ha pUHOK: | Ocn6a, BignosinanbHa 3a Bunyck Ji3 Ha pUHOK
18.09.2023 | Hina Kipap
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Oanui cepTudikaT AKOCTI Mae enekTpoHRUA Nianuc. NaTta apyky ceptudpikaTy: 16.11.2023
CepTudhikaT CTBOPEHO aBTOMATUHHO BaNiA0BaHO0 KOMITIOTEPHOIO NPOrpamoio SAP. Cropinka: 1/2
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CEPTUDIKAT AKOCTI

KPKA, a. 4., HoBO mecTo
YRAPABNIHHA AKICTHO
lLmap'ewsxa uecra 6

8501 HoBo mMecCTo
CnoseHis

Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 7H0379
BAJTOAIN, TabneTky, BKpUTI NNiBKOBOIO 060/10HKOK 110 5 Mr/80 mr Ne 30
KpaiHa-BUpoOHUK: CrnioBeHis |
1 TabneTKa, BKpUTa NNiBKOBOK 0GONOHKOK, MICTUTL 5 MI aMnoauniHy y BUrnsiai amnoaunivy cecunaty i 80 mr
BanicapTaHy
nikapcbka hopma: TabneTku, BKpUTI NNIBKOBOIO 000/TOHKOKO
po3Mip i TN nakyBaHHa: no 10 TabneTtok y 6nicTepi; no 3 pnicTepu y Kopobui
Homep cepii: DD0643
[aTta supobHuyrea: 06.2023 Nara sakiHyeHHA TepMiHy npugatHocTi: 06.2026
Ha3Ba NnoKasHWUKIB Cneyuikalis | PesynbTaTy BunpobyBsaHb ip.*
‘Onue Kpyrri gBooNykni TaBneTku 3i CKOLLEHUMN Kpasimu, Bignosiaae -
BKPUTI NNiBKOBOIO 000MOHKOIO KOPUYHIOBATO-KOBTOMD
KONbOPY, MOXNUBI TEMHI BKpanneHHs |
|nemMTUchikauis TMTaHy Po3uuH y TUrni Habyeae )KOBTO-NOMapaH4eBoro - “1
AloKkenay 3abapBneHHs
|aeHTUiKaLia 3anisa okeuais | Ha thinbTpyeansHoMy nanepi 3anuagThes CUHIN - *1
ocaj, XapakTepHuin Ans ioHy 3anisa
\neHTudbikaLis Bancaprady — | Yac yTprmyBaHHs niky BancapTtaHy Ha xpomarorpami Bignosinae -
BEPX PO34YUHY 3paska (SaS) mae sianosiaaTy Yacy
yTPUMYSaHHA NiKy BancapTaKy Ha XxpomaTorpami
PO3YUHY cTaHAapTy (SS)
lseHTUdDiKaLis amnoaunidy — | Yac yTpumyBaHHs niky amnoaunity Ha xpomarorpami Binnosipae .
BEPX PO3uuHY 3paska (SaS) mae BignosiaaTy Yacy
YTPUMYBAHHA NiKY aMnoaunidy Ha xpomaTorpami
PO3YNHY cTaHAapTy (SS)
OnHOPIAHICTE A030BaHUX MpuiimansHe Yyucno (AV): He Ginblwe 15,0 6,1 -
OAWHULb — OAHOPIAHICTL
BMICTY aMnouniHy
QnHopIAHICTL 4O30BAHNX MpuiimansHe uncno (AV): He Birbwe 15,0 1.8 -
OANHWULD - OAHOPIAKICTb -
BMICTY BancapraHy
CynyTHi AOMItUKK — He Ginbwe 0,3 % <= 0,10 -
amMnogunidy aomiuska D
CynyTHi 4OMILIKKA — iHWI He Ginbwe 0,2 % <=0,10 -
OAUHUYHI AOMILLIKN | . s
CynyTHi ZIOMILLKM - Cyma He 6Ginbwe 1,5 % <= 0,10 -
KinbkicHuid BMicT BancapTaHy | 95 - 105 % Big 3a3HaueHol KinbkoCTi 100 2
KinbkicHi? BmicT amnogvnidy | 95 - 105 % eig 3asHayeHol kinskocTi a9 -
Po34ynHeHHs BancapTaHy He merwe 80 % (Q) Bia 3a3HaueHol KiNbKOCTI 99 -100 =
npoTarom 30 XBWUIKH -
PO3UMHEHHA amMaoaNniHY He meHwe 75 % (Q) Big 3asHaueHoi KinbKocCTi 93 -97 -
npoTarom 30 XBUNUH
MikpoBionoriuHa skicTb — He Ginbiue 1000 KYO B 1T <10 "2
3aranbHa KinoKicTb aepobHKX | |
mikpoopradiamis (TAMC) |
MikpoBionoriyHa sKicTb — He 6inbwe 100 KYOB 11 Y2
3aranbHa KinbKicTb -
APIKAMKOBUX Ta NAICEHEBUX
rpunbis (TYMC)
MikpobionoriyHa AKiCTb - BincyTHiB1 T *2
Escherichia coll -

MNp.* = FpuMiTKa

*1 He ABNsieTcA PYyTUHHLIM METOAOM. TECTHpOoBaHKE NPOBOANTCA 1 pas B 1o{
*2 TecT NPOBOAUTCA B COOTBETCTBUM C nporpammoi (onucaHHon B AH[)

HdaHuia cepmcbncaT AKOCTI Mae enekTPOHHUY niannc.
CepTudikaT CTBOPEHO aBTOMATUYHO BanifAOBaHOI KOMM'IOTEPHOIO NPOFPamMolo SA

b:

043341*‘
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Darta apyky ceptuchikaty: 16.11.2023
CropiHka: 2/2




